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CLAIMS 




1. A pharmaceutical composition comprising an NO-releasing amount of 
5 the R(+) enantiomer of amiodipine or of a pharmaceutically acceptable 

salt thereof, an anti-hypertensive amount of the S(-) enantiomer of 
amiodipine or of a pharmaceutically acceptable salt thereof and a 
suitable excipient, diluent, or carrier, wherein the enantiomers are 
present in a ratio by weight (based on free base) of R(+) enantiomer : 
10 S(-) enantiomer of greater than 1:1. 



2. A pharmaceutical composition according to Claim/1 wherein said ratio 
is less than 10:1 . 



15 3. A pharmaceutical composition according to Claim T wherein said ratio 
is in the range 2:1 to 8:1. 



4. A pharmaceutical composition according to Clainrr)/wherein said ratio 
is approximately 5:1 . 



5. A pharmaceutical composition according to Claim 1 which comprises a 
mixture of single crystals of the R(+) enantiomer or pharmaceutically 
acceptable salt thereof and single crystals of the S(-) enantiomer or 
pharmaceutically acceptable salt thereof. 

6. A pharmaceutical composition according to C\a\xry€ wherein both 
enantiomers are In the form of pharmaceutically acceptable salts. 



7. A pharmaceutical composition according to Claim 6 wherein the salts 
30 of both enantiomers have the same counter ion. / 

8. A pharmaceutical composition according to Claim 1 whic^h^omprises 
single crystals of the R(+) enantiomer or pharmaceutically acceptable 
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salt thereof and mixed crystals containing both the R(+) enantiomer 
and the S(-) enantiomer or pharmaceutically acceptable salts of one or 
both thereof. 

9. A pharmaceutical composition according to Claims 8 ^wherein the • 
. mixed crystals are racemic. 



10. , A pharmaceutical composition according to Claims 8 orji^wherein the 
R(+) enantiomer is in the form of a pharmaceutically acceptable salt 
and the enantiomers in the mixed crystals are also In the form of 
pharmaceutically acceptable salts. 



11. A pharmaceutical composition according to Claims 8 or/9 wherein the 
salt of the R(+) enantiomer and the salts of the enantiomers in the 
mixed crystals have the same counter ion. 



12. A pharmaceutical composition according to Claim /1 which comprises 
mixed crystals containing both the R(+) enantiomer or pharmaceutically 
acceptable salt thereof and the S(-) enantiomer or pharmaceutically 
acceptable salt thereof. 



13. A pharmaceutical composition according to Claim -^12 wherein both 
enantiomers are in the form of pharmaceutically acceptable salts. 



14. A pharmaceutical composition according to Claim 13^whereln the salts 
of both enantiomers have the same counter ion. 



15. A pharmaceutical composition according to Claim ^7/ wherein said 
counter ion is mesylate or succinate. 



16. A pharmaceutical composition according to Claim ll^whereln said 
counter ion is mesylate or succinate. 
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17. A pharmaceutical composition according to Claim 14^ wherein said 
counter ion is mesylate or succinate. / 

18. A pharmaceutical composition according Claim ^^[/which is in the form 
of a tablet or capsule suitable for oral administration. 

19. A pharmaceutical composition according Claim 1 which is in liquid 



dosage form. 

20. A pharmaceutical composition according to Claim 1 wKich^is in the 
form of a solution suitable for intravenous (iv) administration. 

21. \^ A process for the preparation of a composition according to Claim 5 
/herein single crystals of the R(+) enantiomer or pharmaceutical!) 

acte^eptable salt thereof are mixed in the desired ratio with single 
crystals of the S(-) enantiomer or pharmaceutically acceptable salt 
thereof. 



22. A process for thXDre^SHSQtfp of a composition according to Claim 6 
wherein single c ^st^l s of t?fevR(+) enantiomer or pharmaceutically 
acceptable^gSlTthered^^^ in the desired ratio with single 
crystals the S(-) enarfti^mer or pharmaceutically acceptable salt 
thereof. 

23. A process for the preparation oK^ composition according Claim 7 
wherein single crystals of the R(+)^enantiomer or pharmaceutically 
acceptable salt thereof are mixed in Ibe desired ratio with single 
crystals of the S(-) enantiomer or pharni^eutically acceptable salt 
thereof. 
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.24. 




A process for the preparation of a composition according to Claim 8 
wherein single crystals of the R(+) enantlomer or pharmaceutlcally 
acceptable salt thereof are mixed in the desired ratio with crystals 
containing both the R(+) enantiomer and the S(-) enantiomer or 
pWmaceutically acceptable salts of one or both thereof. 



25. 



A proems for the preparation of a composition according to Claim 12 
wherein r^ixed crystals containing both the R(+) enantiomer and th^ 
S(-) enantid^er or pharmaceuticaliy acceptable salts of one or both 
thereof in the fl(esired ratio are formed by co-crystalllzation. 



26. The R(+) en^tioPhjer of'^^n^aQdipine or a pharmaceuticaliy acceptable 
salt thereof ffor use the treatmeht^f a condition for which a vascular 
NO-releasingi agent is\dicated. 



27. 



28. 



A method foj^mamfactttfe^ for the treatment of a 

condition/for which a vascular^ton^ele^^ is indicated 

comprisiitg incorporating R(+) ^nantiomer^oT^lodipine or of a 
pharmaceuticaliy acceptable salt th\reof into a formulation suitable for 
administration to a patient. 

The method according to Claim 27/vi^rein said medicament is a 
pharmaceutical composition comprising an }JO-releasing amount of the 
R(+) enantiomer of amiodipine or of a pharmaceuticaliy acceptable salt 
thereof, an a nti- hypertensive amount of tl^te S(-) enantiomer of 
amiodipine or of a pharmaceuticaliy acceptably salt thereof and a 
suitable excipient, diluent, or carrier, wherein thfe enantiomers are 
present in a ratio by weight (based on free base) of enantiomer : 
S(-) enantiomer of greater than 1:1. 
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29. A pharmaceutical composition according to Claim 1 for use in the 
treatment of a condition for which a vascular NO-releasing agent is 
indicated. 



A method of treating a condition for which a vascular NO-releasing 
agent is indicated which comprises the administration of a 
plWmaceutical composition in accordance with Claim 1^ 

31 . A metlWl for the manufacture of a medicament for the treatment of a 
condition fbrwhich both an anti-hypertensive agent and a vascular NO- 
releasing ag^t are indicated comprising incorporating the R(+) 
enantiomer of,^n!odip^^ or of a pharmaceutically acceptable salt 
thereof Int^ a formtfetion^Orta^ for administration to a patient. 

32. The method\of claimJ>^ISi^rlfi^^ medicament is a pharmaceutical 
composition Vomprising ^ NO-rete^ng amount of the R(+) 
enantiomer>0f^Sn^^ acceptable salt 
thereoj/an anti-hypertensive aN^unt'^ot^^^tJ^^ enantiomer of 
amlddipine or of a pharmaceuticallWacceptable salt thereof and a 
suitable exciplent, diluent, or carrier, \herein the enantiomers are 
present In a ratio by weight (based on freX^ase) of R(+) enantiomer : 
S(-) enantiomer of greater than 1:1. 



33. 



34. 



A pharmaceutical composition according to Clalm"lsuitable for use in 
a treatment of a condition for which both an anti-hypertensive and a 
vascular NO-releasing agent are indicated. 

A method of treating^Tcorl^^ for which both an anti-hypertensive 
agent and a vasdulaKh^^^sing agent are indicated which 
comprises the admiWratioh^^o^^^ composition In 

accordance vvt 
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15. 



A pharmaceutical composition comprising an NO-releasIng amount of 
the R(+) enantlomer of amiodipine or of a pharmaceutlcally acceptable 
alt thereof, an NO-inducing amount of an ACE inhibitor and a suitable 
exoi^ient, diluent, or carrier. 



36. A compo^ 
ramaprilat or 



iTding to Claim 35 wherein said ACE inhibitor is 



jinapril. 



37. A pharmac^tical coh;\Dosition comprising an NO-releasing amount of 
the R(+) enanti omer of stt^lodipine o r of a ph^aceutically acceptable 
salt th^iBofTanH^^ inhibitor and a 

sujj^le excipient, diluent, 



38. A composition according to Claim S^S^hereln said PDE5 inhibitor is 
sildenafil. 



